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Questions and Comments by the Government of Japan on the United P
States’ Proposed Regulation “Registration of Food Facilities” Under 0>
the Public Health Security and Bioterrorism Preparedness and “
Response Act of 2002

The Government of Japan appreciates the opportunity to provide comments on
the United States’ proposed regulation of “Registration of Food Facilities” under
the Public Health Security and Bioterrorism Preparedness and Response Act of
2002, published in the United States’ Federal Register February 3, 2003 and
notified to the WTO dated February 6, 2003 (G/SPS/N/USA/691) and February 13,
2003 (G/TBT/N/USA/32). The followings are our questions and comments.

1. Questions

(1) As regards the export of food to the outside of the mainland United States,
such as the State of Hawaii or the Northern Mariana Islands, will the Food
and Drug Administration (FDA) require the same procedure for the
registration of food facilities as that of food exported to the mainland?

(2) Japanese exporters have exported food (eg. tangerines) to the port of foreign
countries other than the United States (eg. Vancouver, Canada) by way of the
port of the United States (eg. Seattle). In such cases, will FDA require the
registration procedure of food facilities even if food is not unloaded at the port
of the United States?

(3) Does the definition of “farm” in Sec.1.227 (¢) (3) that is exempt from
registration include packing facilities, low temperature storage facilities, and
warehouses?

(4) Please clarify the meaning of “trade name” stated in Sec.1.232 (d).

(5) Does the definition of “U.S. agent” in Sec. 1.227 (¢) (12) include both exporters
/importers and dealers in the United States?

(6) Please indicate who is required to register food facilities when a manufacturer
or wholesaler deposits food with a warehouseman?
Note; In Japan, manufactures or wholesalers often utilize warehousemen for
holding their commodities before export. Warehousemen keep commodities
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under the names of manufacturers or wholesalers. All costs for storage
should be borne by manufactures or wholesalers.

2. Comments
(1) We request that the FDA ensure the proposed regulation to be consistent with
the WTO agreement and not creating an undue burden on trade.

(2) The WTO Member countries have to apply measures only to the extent
necessary to protect human, animal or plant life or health, based on sufficient
scientific grounds under the Agreement on the Application of Sanitary and
Phytosanitary Measures (SPS Agreement). In light of the obligation, please
clarify the scientific grounds FDA takes into account in introducing this
proposed regulation, and whether FDA applies the proposed regulation only to
the extent necessary to accomplish its objective.

(3) Technical regulations “shall not be more trade-restrictive than necessary to
fulfil a legitimate objective, taking account of the risks non-fulfilment would
create” under the Agreement on Technical Barriers to Trade (TBT Agreement).
In light of the obligation, please clarify what assessment has been conducted
when FDA takes account of such risks.

(4) We request that for registrants of food facilities under the proposed regulation,
FDA establish consultation service staffed with Japanese speakers at the U.S
embassy and consulates in Japan.

(5) There are multistage commercial transactions in exporting processed foods
from Japan to the United States. In many cases, manufactures in Japan ship
processed foods to exporters by way of wholesalers in Japan. The exporters
then deliver the foods to purchasers in the United States. Under such
complex trade practices, manufactures in Japan, especially who possess
facilities that need registration under the proposed regulation, often do not
know the purchasers of their products in the United States directly. In such
cases, it will be extremely difficult for manufactures to designate their “U.S
agent”, which is made mandatory information for registration. Therefore, in
these cases, FDA should admit that public organizations in Japan who are
involved in exports to the United States can be entitled to become “U.S. agent”
of these food facilities.

(6) As a result peculiar to the multistage commercial transactions described in (5),



manufactures, the wholesalers and the exporters in Japan might wish to
register the same facilities individually as a measure of precaution. In this
case, such a variety of registrants may register a common single facility, not
knowing if there is an overlap in registration because FDA will not release
information on registration. FDA should, therefore, admit that all duplicated
or triplicated registrations of the same facilities are valid as long as these
registrations satisfy all necessary information for registration.

(7) To ensure smooth and reliable registration procedures, FDA should accept, to
a larger extent, that third parties who are not directly involved in dealing
contracts could be registrants on behalf of the owners or operators of foreign
facilities.

(8) It should be recognized that FDA will introduce entirely new regulations.
FDA, therefore, should not impose excessive burden on registrants by, for
example, recalling all the products already distributed in the market, even if
unintentional errors or need for correction on application forms are detected
after the completion of the registration.

(9) Japanese facilities manufacturing low-acid foods and acidified foods have
already been registered to FDA according to the requirements provided by 21
CFR Part 113 (Thermally Processed Low-acid Foods packaged in Hermetically
Sealed Containers) and Part 114 (Acidified Foods). Facilities manufacturing
and processing fishery products exported to the United States have also been
registered under 21 CFR Part 123. FDA should approve these facilities as
registered facilities under the proposed regulation and should not require
additional registration.

(10)  According to the arrangements of plant quarantine procedures
established by plant quarantine authorities in Japan and the United States,
such as working plans etc., new facilities for exporting fresh fruits such as
Unshu oranges (Satsuma mandarins), apples and pears are registered to the
United States Department of Agriculture before the first shipment to the
United States. Such facilities include fresh fruit selecting facilities. The
registration of these facilities should be substituted for the registration under
the proposed regulation automatically.
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